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UNITED STATES

Dear Sir/Madam,

RE: For Yout Information: Potassium Dicyanoaurate (CAS number: 13g67-50-5)

The European Ptecious Metals Fedetation ofl behalf of its members is providing information on the in
uitro Mrcronucleus Assay on Human Lymphocytes with Potassium Dicyanoaurate (CAS numben 13967 -
s0-s).

It is considered that the' study outcome on its 
"w{, 

is not supportive of a conclusion of substantial risk.
The mutagenic potential of sotuble cyanide salts has been previously characterised in,existing literarure
and concluded on the ,dr*r.. of mutagenic, carcinogenic or teratogenic properties,
Based on industrial expei-ience flo cause-effect relation can be suspected benveen the exposure to the
substance and mutagenic corsequences. An in rtao micronucleus assay, now required per the REACH
Regulation, will coflfirm if this test outco*" is a false positive.

An in vitro Micronucleus Assay on Human Lymphocytes (HLM) with Potassium Dicyanoaurate has
been conducted under the direction of the precious Metals and Rhenium Consortium cf o European
Precious Metals Federation aisbl PMC c/o EPMF), Brussels, Belgium as pat of the integrated testing
sttategy developed to fulfil the information requirements for the classification and labelling notification
and REACH Registration Dossier of the above substance under Directive 1907 /2006 of the European
Patliament and of the Council concerning the Registtation, Evaluation, Authorisation and Restriction
of Chemicals G.EACH) and Directive 2005/1,12/EC 9f the European Parliament and of the Council
on classification, Iabelling and packr#ng of substances and mixrures (CLP). .,:

The study conformed to the requitements of OECD Grudgline 487. In this study Potassium
Dicyanoautate (CAS number: tfiel-SO-S) showed evidence of toxrcity, and induced statistically
significant increases'in the 'frequency of cells wrth micronuclei, in all three exposure groups, using a

dose range that included a dose level which approached the 600/o reduction in CBPI. These increases
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exhibited a dose-tesponse telationship. As a result, the test item should be considered mutagenic under
the condition of this test. An in aiao Mrcronucleus Assay, OECD Guideline 474, will be conducted
according to Annexes VIII and IX of the REACH Regulation, that will confrm or infirm this outcome.

These frndings ate flot congflrent with some previously published reports on mutagenic effects
investigations detetmined in various expedmental toxicology studies on soluble cyanide compounds:
several publications are teporting the absence of mutagenic effects of soluble cyanides. These findings
are also flot congruent with workplace observations: flo cause relation has ever been suspected between
the substance and gene alterations telated sickness of workers. Therefore trPMF does believe that the
study outcome is a false positive and does not believe that this information is supportive of a

conclusion of "substandal risk" within the definitions of TSCA Section 8(e). However, the submitter
considets that the test outcome imptoves the ovetall knor,vledge base in this atea., and hence EPMF is
voluntarily sharing it with EPA on a FYI basis. This submission should therefore discharge any Secrion
8(e) tesponsibilities that might exist, and can be ptocessed in accordance with EPA's procedures.

This FYI Submission will be updated with the results of the future OECD Guidelin e 47 4, in
tnicronucleus assay.

If you have any quesdons, please contact:

Renaud Nicolay
REACH & CLP Manager
PMC c/o EPMF
Avenue de Broqueville 72,8-1150 Brussels, BELGIUM
+322775 63 85

ren aud. nicolav(E eomf. b e

Cc. info@eumf.be

-

Sincerely, ,

David Boyd
Interim Trustee

European Precious Metals Federation

Avenue de Broqueville 1,2,8-1150 Brussels, BELGIUM
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